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PETITION UNDER 37 C F.R. § 1.182 to NULLIFY A TERMINAL DISCLAIMER T^ECEIVED 

' ' ' - - ■ , "FEB ii« 2003 

Commissioner for Patent 

Washington, D.C, 20231 OFFICE OF PETITIONS 

Sir: ^ ' . - . 

This petition is filed to request nullification of a recorded terminal disclaimer in the 
pending case in accordance with MPEP § 1490A, Accompanying this petition is authorization T - ^ 
to charge Deposit Account No. 50-0872 in the amount of $130.00 for the appropriate petition - 
fee under 37 C.RR. § 1, 17(h) (fee code 1460). ' ^ ^ • 

. Briefly, an obvious-typ)e double patenting -rejection was made over instant claims 53- 

' ' ' * ~ ■ 

66 for U.S. Patent Nos. - 5,959,177, 5,639,947 and 5,202,422 in an Office Action dated 

November 11, 2001. Applicant filed a Terminal Disclaimer to remove the rejection on March ' " . 

,18, 2002. The -Terminal Disclaimer was approved and the rejection withdrawn .in an Office;;:^ ' , 

Action dated August 13, 2002. • . -7 ' ^ ' ' ** - , - 

This request to,nullify the Terminal Disclaimer is based oh amendments made tCLthe - * 

claims tlfat eliminate any purpose for having the Terminal Disclaimer 'Prosecution^to date has* 

resulted in cancellation of claims?:54, 55, 57^2, and 66, This leaves only-claims. 53,: 567 and- ^ " 

63-65 remaining in the case tJiat' were subject to the rejectitfn.:: Of these claims^ only claim 53 is 

^ ' , ll/19>r2082 GPftYHE B?9M^^ 09512736 
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-.53.' A plmt cell containing (aXnucleoti^ 
" ' inmiunoglobulinproduct coi^ining at leastaport^^^ , 
. - immunoglobulin light chain and.(b) the imrnmioglobuliu product - 
* encoded by said nucleotide sequences. ' . j 

Instant claim 53 as presently amended is shown below. ^ \ 



53, (Amended three times) A plant cell containing: 

(a) nucleotide sequence encoding an inmunoglobulin 

, product comprising at least a portion of the variable region of an 
- impaunoglobulin light chain and a leader sequence forming a 

secretion signal, said light chain derived from an antigen-specific ' . 
immunoglobulin comprising a heavy and light cham, and; 

(b) -inmxunoglobulin product encoded by said nucleotide*- 
sequence wherein said leader sequence is cleaved from said , - 
immunoglobulin light chain following proteolytic processing, said 
light chain being capable of forming an antigen-specific . 
immunoglobulin when co-expressed in a plant cell with said 
heavy chain from said antigen-specific immunoglobulin wherein 

^ said plant cell does not contain nucleotide sequence encoding said" ■ 
immunoglobulin heavy chain. - ' 

The difference between claim 53 as first filed versus as currently amended is shown. below. 

-53. (Amended three times) A plant cell containing'^ , ^ , ^ 

■■■ _ - '* * •* . , - 

. . - * * ^ J ^ ' **- , - - ' 

I -(a) micleotide sequence encbding" an immunogfo^ _ - ' - 

- " product Tcontainingl comprising at least a portion of the variat^e 
. ' " region of an mimunoglobulin light chain and a^eader sequence 1 " - 

^ ' . ^ forming a^^secretion signal, said light chain derived from an - J ^i* — 

- antigen-specific itnrnunoglobulin comprising a heavy and -light 
^ain, and£ - J'^^ ' - ■'^ ' " _ ^T. 

■ :^ . <b)- iflaiimnoglGtm ' K • 

. ; . [sequencel] sequence wherein said leader sequence is cleaved v ; - / | v \ 
from said immimogto^ . V 
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*^ /' ^ said heavy chain fromsaid antigen-specific iimnimoglobulm J . . 

^~ wherein said plant cell does not contain nucleotide sequence . > ^ ^ 
C ~- *. " encoding said immunoglobulin heavy chain / , -^^'^ 
* ' ^" ^*'* - * 1^ ^ *- " ' "J^' - _ «* ~ . 

It -is .readily apparent that substantial amendment has occnried "following . issuance of the 

obvious-type double patenting rejection. With this background esta6lished, AppUcant Jvill now. 

address the propriety of the terminal disclaimer with respect to each referenced patent. ' 

1. U.S. Patent Nos. 5,959477 - 

Claims 53-66 were rejected on November 11, 2001- under the judicially created 
doctrine of obviousness-type double patenting as being allegedly unpatentable over claims 6-12 * 
of U.S. Patent No. 5,959, 177. It was alleged that the conflicting claims were not patentably 
distinct because the transgenic plant comprising nucleotide sequences encpduig 
immunoglobulin heavy and light chain polypeptides of U-S. Patent No.. 5;959, 177 would' 
encoxnpass the cells containing nucleotide sequences encoding the iminanoglobulm products of 
clahns 53-66 of the instant applicatipo. 

. Glaims^6-12 of V.S, Patent No. 5,959^177 (the '177 patent) are directed, to a 

transgenic plant containing nucleotide- sequence encoding one or^more immnnoglobxilin heavy^ 
chain polypeptides. Claim 6 of the * 177 patent is shown below. . . ; 

6. A transgenic plant comprising: " J . . ' 



' a: plant cells that contain a'nucleotide sequence jencoding one 6r^ 
^ more immunoglobulin heavy-chain polypeptides, "a nucleotide . 
"sequence encoding a polypeptide linker or joining chain, and a: 
nucleofide sequence encoding a secretory component; aiifi - ^' 

" - b. immunologically active secretory antibodiesencoded by said 
nucleotide sequences. / " ^ ^ - 



Notably, claims 6-12 of the >177 patent require the transgenic plant cells to include 
nuclebtide sequence encoding a heavy chain immunoglobulin. . This is in contrast to instant 
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claims'^3^M6; an<M^ whicfi,^asC^Kp^ above, expressly .exciude cells with such nueleoti|eV 

, sequence. Thus, there is ixo overlap be|ween instant claims* 53 , 56, and 63-65 and clmms 6'12H> 

. J* - ' . - - * 

of the * I77"patenl. : These ,two claiiri.sets also* should be separately patentabje over'the other for ,^ 

several reasons. ^First,. a cell expressing the^ligjit^chain alone is much different from a cell that ~^ 

expresses both a light and a heavy chain since'the light chain is normally produced only in ^ - 

combination with a particular heavy cham which together form a heterodimer. In addition, at- : 

the time of the inventioUj^^^antibodies were not known to be expressed by- plants-and there was 

prejudice in the art against this possibility. This prejudice has been established by the 

Declaration of Richard Lemer, of record in the case. Lerner Declaration, 11 3^8. , 

Ulhere was a sound basis for a real prejudice in the art 
against using plants to produce a processed and assembled ./ 
immunoglobulin which is antigen specific around the time of the - 
^ During dissertation (drca 1988/1989), Were this not the case, . 
thexi Applicant's invention clearly would not have been roundly 
hailed in both the scientific literamre and in the general press as a " 
sigiiificant.scientific discovery and medical breakthrough. - - 

Lerner declaration, 18 (footnotes removed). ■ - • 

Further supporting Applicant's position is the During Dissertation over which the/ 
claims have been rejected,- As argued by ApplicMt, During attempted but failed to express an 
immunoglobulin light chain in plants which did not contain nucleotiide sequence encoding a 

- heavy chain. During 's result suggests unique problems with achieving light cham expression , 
when the heavy chaih^gene is absent from the cell,- arguing for separate patentability of light . 
chain expression alone versus expression of the inununoglobulin heterodimer. , . ' ^ - 

-Consistent with this view is the position taken by the Patent Office-which issued a • 

- restriction requirement in &is case on July 5, 2001 (niiade final an November. 20.;2001)^. The - 
I restriction divided the'claims into three groups: GroupJ; drawn to plant cells containing 

-Tnucleic acid encoding both a heavy'chain Mid-lighrc&ain, Qroup'IIr; drawn-to plant cells ^' „^ 
containing nucleic acid encoding a hea^'chain; and Group^IH, drawn to pliant cells-cohtainmg , 
nucMc acid encoding a light chain. The rationale offered to support the restriction rested on • 
the separate patentability of these three groups. / . / . ' 
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t the bther^be(^use of t^^ 



l^^- Tlie inyentions are|lis^i^^^ac^ 
fMlowing reasons: inveiitieffsi and^^I 
. combination and subcombinations . Inventions of this relationship * " " 

- ^ . are distinct if it can be showthat (1) the combination as claimed > " . - ^ 
. does not require the particulars of the subcotnbination as claimed * 
. " . ^ for patentability, and (2) that the subcombination has utility by \ - - „ • 
r itself or in other, combinations In the / - . \ - ■ ' 

* instant* case, the combination as claimed does.not require the- 

particulars of the subcombiaation as claimed because the " " ^ - 

. combination recites 2 distinct subcombinations » the 
immunoglobulin heavy chain nucleotide sequence and the 
immunoglobulin light chain* nucleotide'sequence. Since both of 
. ' these subcombinations is separately claimed, each serves as : * 

evidence that the other subcombination when combined is not the 
sole basis for patentabiUty of the invention. The subcombination^ 
has separate utility such as for the production of heavy or light \/ 
chain. Because these inventions are distinct for the reasons given * 
above and the literature search required for one Group is not 

required for another Group, restriction for examination purposes ; ' ' 

as indicated is proper. / - 

Thus, the position. taken by the Patent Office to restrict the claims in this case is fully 
consistent with Applicant's arguments on behalf of this. Petition to nullify the termmal disclaimer, 
(and is inconsistent with the original obviousness-tjpe double patehtmg rejection)- For all the - 
above reasons, it is respectfiilly submitted that the Terminal Disclaimer is no longer necessary or 
appropriate for claims 6-12 of the '177 patent. * . 

2. U.S. Patent Nos. 5,639,947 . ' : \. .• ^ 

- Claims 53^6 were rejected on Novwnber 11, 2001 under the judicially created doctrine " 
of obviousness-type double patenting as being allegedly mq)atentable over-claims 1-7 of 'U.S, 
Patent No. 5,639,947^^ It was alleged that the conflicting claims-were not patentably distinct - 
^because the transgenic plant comprising nucleotide sequences^coding immunoglobulinrheavy 
and Ji^t* chain polypeptides ofU:S, Patent No3.639;947 wouldjencbmpass the cells.^-^ ^ : 
contaiiong nucleotide sequences encodmg the immunoglobiilik^products of claims 53-66 of the 
instant application. . ■ ■ 
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, . plaiif containing nucleotide sequence encoding andminuno|Iobulin heayy and light chain 
polypeptides. Claim 1 of the '947 patent is showii below 



<: 



' . 4. A transg^c plant comprising: - t ,, - ' « 

. ^ . - - (a) plsmt cells wntaining nucleotide sequences encoding- ^*^. " . 

. : immunoglobulin heavy- arid light^:hain -polypeptides that^each^ w '--^ - 

^ , ^ contain an ioununoglobulin leader sequence forming a secretion . * 

signal; and < ' . - , " 

(b) immunologically active immunoglobulin molecules encoded ^' 

by said nucleotide sequences. " . • - ' : 

Notably, claims 1-7 of the '947 patent require the transgenic plant cells to include 
nucleotide sequence encoding a heavy chain immunoglobulm. This is in contrast to instant ^ 
claims 53, 56, and 63^5 which, as shown above, expressly exclude cells with such nucleotide 
sequence. Thus, there is no overlap between instant claims 53, 56, and 63-65 and claims 1-7 
of the *947 patent. Furthermore, these two claim sets'also should be separately patentable over - 
the other for same reasons as discussed above for claims 6-12 of the * 177 patent. For all the 
above reasons, it is respect&lly submitted that the^Terminal Disclaimer is no longer necessary or 
aqapropriatefor claims 1-7 of the '947 patent. \ ' ^ 

. , 3/ U.S. Patent Nos. 5,202,422 . . \ ^ - 

• - ' Qaims 53-66 were rejected on November 1 2001 under the judicially created doctrine ' - 
' .of obviou5ric5s-type double.patentingas being all^^ j \ 

/ 'Patent No. 5,202,422, It was alleged thatithe conflicting claims we notTpatentably distinct ' - . 
^ because the plant cell composition and immunologicallyjlctive glycos^^lated immunpglo^bufin of 
claims 1-3 of U.S, Patent No. 5,2027422 wouldFencompass the cellif containing'hucleotide * . " - 
sequences encoding the^ immunoglobulin products of claims 53-66 6'f the instant application; 
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composition tompming a glycosylated inmunoglobulin nioiec^e acidf daim 1 

of the '422 patent 'is shown below. ' * . ' •> u 

- - > . ' A imposition comprising a gIycopolypq)tide multimer £m^ " - : 

J- r'-plant materialfwherein said nndtimer comprises an 
' . - _ . immimologicaUy active glycosylated immimoglobulin molecule ' - ' ^ 
- 1 . * / ♦ free of sialic acid residues - : ^ ' 

It is-well known that an immunoglobulin molecule that is a multimer is a reference to an ' 
immunogloublin with at least a heavy chain'variable region or immunologically a;ctiv© portion 
thereof and at least a light chain or immunologically active portion thereof confeining 
heterodimer. Thus, common to claims 1-3 of the '422 patent is the requirement for a heavy 
chain hmnuiioglobulin. This is hi contrast to instant claims 53, 56, and 63-65 which," as shown 
above, ejqpressly exclude cells with nucleotide sequends encoding aiieavy diain : 
hnmunoglobulin. Thus, there is no overlap between mstant claims 53, 56, and 63-65 and 
claims 1-3 of the '422 patent. Furthermore, these two claim sets also should be s^arately. 
patentable over the other for same reasons as discussed above for claims 6-12 of the • 177 • • 
patent. For all the above reasons, it is respectfully submitted that the Tenhinid Disdairaer is no 
longer necessary or appropriate for claims 1-3 of the '422 patent. ■ •'■ ' - . " 

It is believed that the AppUcant has thoroughly explained, why the Terminal Disclaimer is" 
longer useful or appropriate for any of the listed patoits. As suggested under MPEP §1490(A), 
•reUef is appropriate when, such as in this "case, the Terminal Disclaiiiier does not talce effect ' 
-because the patent has not been granted and the public has not had the opportunity- to rely on die _ 
Terminal Disclaimer. - Thus, for. all the above reasons, it is respectfiilly; requited-, that the. : 
PetMon to nullify the Jraninal Disclaimer beV - . ' - :\. 
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Date;- November U, 2002 

FOLEY &:LARDNER ' 
. Customer Number: 30542' 



By_ 

--Barry Sv Wilson 
~\ Attorney for Applicants " 
^ 'Registration No. 39,431 
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